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OCT - 1 2014 

Committee on Science, Space. and ·rcchnology 
t inikd States House of Rcprescntatin:s 
Washington, DC 20515 

Dear \1r. Chairman: 

Off ICf OF CONiinFSSIONAI ANrJ 
!Nlfi\()OVI'nNMFNlAL hfl.ATIPNS 

!hank you for your August 7. 2014, letter and the opportunity to respond to the questions forth~ 
record from the !louse Committee on Science. Space, and Technology's Subcommittees on 
Oversight and r:nviromnent hearing on July 16. 2014. l'ntitkd Status of Reforms to EPA's 
flllef:rtlled Risk ll{(ormatitm SyJtem. Plt~ase tind uur responses in the attached docurnent. 

Again, thank you for your Jetter. If you have further questions, please contact me. or your staff 
may contact Christina .I Moody, in tlw EPA's Office of Congressional and lntergowrnrncntal 
Relations. at mo()dy.-:brir;tin:t!~ cp;~.gm or at (:201} 564-0:260. 

I :nc Insures 

cc: The Honorable Paul Rroun. \1.D. 
The I Ionorablc !)avid Schweikert 
The Honorable Dan Maffei 

Sincerely, 

i\ichnlc Distdimo 
Deputy 1\ssnciate Administrator 

The llonnrablc Suzanne Bonamki 
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developing assessments that provid~~ an cvid~nc~'-based foundation for ensuring that chemical 
ha;.anJs an: assessed and managed optimally." Of note, the committees agreed that the nc\\ 
dncum..:nt structun.~ for IRIS assessments irnprov~.:s the organi;.ation of and streamlines the 
assessments. and the l.'videnct.~ tables and graphic displays of study findings increases clarity and 
transparency. These changes have been implcmt.·nt~..·d in the draft ammonia and 
trimethylhcnzencs assl~ssrncnts. The report statcd that this approach brings IRIS assessments 
more in lint.· \\ith the state ofpractiL·c f\1r systematic reviews. 

Additionally, we arc <ll~tivcly working to develop, where necessary, and irnplement 
methodologies for the application of systematic review to all IRIS assessments. This topic will 
be dis~:ussed at the upcoming October 15-16.2014 NRC Recommendations Workshop 
(http:/1\vww.cpa.gov/iris/irisworkshops/NRC workshopiindcx.htm). The workshop will include 
fC:1cused discussions with scientific experts on refining systematic review methodologies. as well 
as the systematic integration of evidence stn:ams. 

2. What is the most significant impronment to thr IRIS program, and what continues to be 
the most pressing challenge'! 

Answer: Strengthening and streamlining the IRIS Program is an ongoing priority t(>r EPA. On 
July 31, 2013, EPA announced a seri,~s of enhancements to help meet the goal of producing high 
quality scientific IRIS assessments in a timely and transparent manner. These enhancements 
focused on: l) improving the scientific int,·grity of assessments; 2) improving the productivity llf 
the program; and 3) increasing transparency so controversial or complex science issues are 
identified and debated early in the process. These changes arc consistent with recent 
r\~conHncndations provided by the National Rcsean..:h Coum:il. 

The most significant improvement to thc IRIS program is inacascd ~.~arly engagement with the 
public to ensure that EPA identities and addresses any controversial scientific issues earlier in 
the assessment development process. This early scientific engagement is anticipated to 
strengthen the overall quality of IRIS assessments. Thl~ most significant challcngl~ racing the 
IRIS Program is meeting tht.~ needs of the agency in a timely manner. It is anticipah.'d that 
enhanced stakcholder and publk cngagcm~.~nt will play a crucial role in ensuring transparency 
and the usc of the best available science throughout the 1R1S assessment process. As a rl~sult. the 
IRIS Program will be ahlc to complete assessments in a timelier mannt.~r in the futut'l'. 

3. In 2013, GAO reported t.hat EPA's n•~• n"-·ent evaluation of dcnamd fhr H~IS 
assessments \UlS a dct-;•dc ol(l l<l)A had tkl plar.LS to pcrthnnanother·cvaluation, but 
rccogni7 .. cd tfutt due to changing conditions over the la-;t 10 years, the 2(Xll 
t..•ntluation "\""ts not ~applicable to cun"l•nt cunllition.-.. 

a. What progress has EPA made in identifying and ('Valuating demand for 
IRIS toxicity assessments, and whnt report or study, if any, has EPA 
produced on current demand'! 

Answer: In June 2014, the IRIS Program began an agency-wide cfh.lrt to determine program 
and regional office needs f(>r current and future assessments (including the type of IRIS prodm:t 
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nt:~dcd). The results of this survt:y \\ill inf(mn the next multi-year !IUS workplan. 1 he IRIS 
workplan will enable tht: program to achicv~.: a consistent and sustainable work11ow that produces 
high-quality chemical assessments that art: timdy and responsive to agency needs. The IRIS 
Program anticipates making the new multi-year workplan publicly available as ~.~arly as Fall 
2014. 

h. Given EPA's challenges in completing enough IIUS toxicity assessments to 
meet their annual goals (e.g .. EPA t~omph:tcd 4 IRIS toxicit~' asscssntl'nts in 
fisl·al ~·car 2012, falling shor·t of its gmt! of completing .tO asst•ssmcnts for 
that year), how has EJ•A considered its current rcsoun·e t•onstntints \\hen 
identifying how it will meet dt•mand'? 

Answer: As noted above. EPA is conducting an evaluation of program and regional oflice 
needs for current and future IRIS assessments. Resource constraints will be considered as we 

develop the multi-year \,vorkplan and schedule for upcoming assessments from that survey. The 
survey of needs and the associated resounx~-loadcd work plan provid<..~ agency planners with the 

infonnation they need to ensure that appropriate resources arc placed against the highest 
priority need. 

EPA expects to complete more high quality IRIS assessments per year as a result of the July 
2013, IRIS cnhancemt~nts. N umcrous assessments arc at various stages of dewlopmcnt, 
including public opportunities for discussion of chemical-specilic assessment plans, literature 

searches and cYidcncc tables. and draft assessments. In practice EPA expects that ca~:h 
assessment will take a shorter period of time to complete as siguilicant science issues arc better 
understood and arc resolved earlier in the assessment development process. 

4. Al·cording to data on EPA's website, 1)0%, of the 560 completed IRIS assessments nrc 
mort than tO :years old and 75% arc more than 20 years old. llowcvc:r, o\'cr those 
intervening years. new datll on m;my of thesl' chemicals may have emerged, and 
l'ertainly the methods for assessment han• changed ovet· tht•st.• years (for example, as 
idcntilit·d in EPA's 2005 Cancer guidelines). In 2009, EllA institutc:d a prnjcct tn update 
older assessments, llml the nuuul~cr of that program (Dr. Chon Shn~lf) was quoted as 
saying that the program would IH't.'d to do 300 updaft•s t·m·h dccnde .iust fn ket·p from 
falling further twhind. Has this program continued'! In addition, organizationo.; are 
urging the IIUS (H"Ognun to undt•rtaJH' !lSSCSSntCnts of )'Ct udditionaJ d!Cillit~<tJs not 
alrcad)· on thc Jist. What is tlu~ si7c uf the current IRIS workload, and how do you 
propose to address it': 

Answer: ·rhc IRIS Program has primarily focused on improving the assessment development 
process associated \Vith its health assessments. These improvements have been geared towards 
addressing the i'JRC rt.~commendations in 201 I. As the focus has b<.•en on making substantial 
improvcmcnts to the process, the IRIS Program is only now beginning discussions on how to 
update older assessments. As these discussions continue, FPi\ will evaluate the potential 
options within the context of other agency needs identiiicd by tht.~ multi-year workplan and 
other n:source constraints. Since the .July 2013 enhancements, the program has hccn actively 
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working on 21 assessments. This number indudcs ) cumplct<.>d assessments (meLbanol 
(noncanccr), biphenyl. 1.4-dioxanc) and 1!{ that have gone to a public step as part of the IRIS 
Process. Additional assessments \vill be added OYer time to th<.~ existing workload in accordance 
with agency needs and in consideration of IRIS Program resources. ·n1e mulli-ycar workplan 
will he instrumental in identifying priorities and scheduling assessments. 

5. At the Committee's request, the EI)A lnspl'Ctor Gcnernl issued a repor·t lust year on 
the use of the IRIS databnse by EPA program oftil~es and n•gions. At~cording to the 
IG's report, approximately "one-third (3-l percent) of the survey respondents reported 
that they ha,·e usl>d an altcrmttl' source for toxicity ntlues when an HUS \~due was 
a\·ailable. The primal)' reason selected for using an alternate source was that the 
:tlternate source was more up-to-date with current scientific pnu~tice or information." 
Does it concern you that some of your '~olleagucs at EPA don •t usc IRIS valul'S and 
what will it take to fix this intcnutl disconnect'? 

Answer: In the Of:tice oflnspcctor General's report, 85 and 81 percent of respondents 
indicated that they used IRIS as their primary source of cancer and noncancer values, 
respectively. The IRIS Program believes this indicates that the values developed in IRIS 
assessments are of general utility to our program office and regional stakeholders. Thirty-four 
percent of the respondents indicated that they had experienced .. a situation" in which they used 
an alternate source of toxicity values when an fRIS value was availahlc: the primary reason f(H· 

the usc of an alternative source was because a more up-to-date value was available (68%). The 
agency is aware of til(~ use of altcrnah~ sources of toxicity information and we believe that 
efforts to establish a multi-year workplan, as well as discussions to identify assessments that 
may have newer information. will ullimatcly reduce the frequency with vvhich a pmgr;.un 
would fed the need to select a cancer or noncanccr value from an alternative source of toxicity 
valw.:s. 

6. In light of GAO's listing of I IUS on the "High Risk" list and the acknowledgement 
by EPA that it net~ds to both rdorm the prognun and produce/update mort~ 
assessments, why did the President propost~ to reduce funding for the program in 
F'Y2015'! 

Answer: The agency is committt.•d to cf'lcl:livcly implementing iLs mission to prokcl public 
health and the environment. \vhit:h dcpcnus on crcdibk and timely assessments of the risks posed 
hy chemicals. ,\s such. we arc committed to focusing rcsnurccs on ensuring Lhat the IRIS 
Program produces high quality assessments in a Limcly and transparent manner. Likewise, we 
arc committed to continuing the development of high profile assessments of public health critical 
chemicals (such as inorganic arsenic. formaldehyde. hexavalent chromium. polychlorinateJ 
hiphenyls, and ethylene oxiJc). The $1 SM FY20 15 budget reduction wdl artect primarily the 
development and timing of new assessments. It will not impa,~t the development of the public 
health critical chemicals, v>hich will be protected from budgetary impacts. The IRIS Program is 
also currently evaluating the chemi~:al assessment demands across the Agency to address CIAO's 
re\:ommendations related to fully documenting the capacity needed to meet demands. 

7. What is the pro.icctcd cost of a typical IRIS assessment'! 
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Answer: The rc!'oun:cs required to completc IRIS asscssrm:nts vary due to the size and 
complexity of the datahasc underlying tht.> toxicity of a given d1emical. The cost of an IRIS 
assessment ranges fl·om $400.000 to $.2.500.000 in extramural funds and four to fifteen FIT~·s. 

8. A common criticism of IRIS asscssm~:nts is the tendency to be "public health 
protective," which can lcatl to unrc~)listically conservative assessments, which, in turn, 
can kad to uvcrstatl•d environmental risks and had regulation. \Vc have heard the oft­
repeated mantra that IRIS assc.~ssmcnts arc rmn~·ly scientific and not rcgulatot-y, but 
doesn't a bad risk assessment restrict a risk manager's options, ultimately fm·cing him 
or her to make a bad risk managcm(.•nt decision? 

Answer: IRIS assessments arc intended to accurately and impartially rc11cct the sdem:e that 
details a chemical's toxicity. When critical information is lacking, IRJS assessments usc 
approaches that help risk managers make decisions that arc consistent with the agency's mission 
to protect human health and the environment. Ultimately, in the absence of data. the use of 
uncertainty factors and other "default" approaches is a valuable strategy to protect human health, 
including sensitive populations. 

All the information included in an IRIS assessment, including the selection of modeling 
approaches and uncertainty t~1etors, is reviewed by the Science Advisory Board (SAB) Chemical 
Assessment Advisory Committee (CAAC). A significant benefit of the SAH~CAAC is its 
mJept~ndcnt n::view of the decisions made during development ofthc draft assessment. 

A strong, scienti lically rigorous IRIS Program is of critical importance and we arc ensuring that 
IRIS assessments transparently and accurately address scientific issues and uncertainties, 
including the presentation of alt(~rnativc analyses (e.g. modeling appmal:hcs) where appropriate. 
Presentation of alternative approaches in the supplemental inl(mnation of an IRIS assessment 
informs risk managers and facilitates dt~cision-making. 

9, In 2009, you \n>rc part of a Bipartisan Polil'y Center report th~tt unanimously 
ncommcndcd that "studies used in the formulation of regulation should be subject to 
data access requirements ••• regardless of who fundc.~d the stud)'·" no you still agrt~e 
with this st~ttemcnt'! And how has this recommendation been implemented in the IIUS 
and ~ational Amhicnt Air Quality Standard-setting process in your office'! 

Answer: Yes. This question addresses two important issues relevant to the development of IRIS 
assessments as well as the Integrated Science Assessments (ISA) that inform the development of 
the National Ambient Air Quality Standards: data access and funding source. 

Transparency and scicntiJic integrity are very important to the agency's work. Transparency is a 
critical clement in EPA· s Scicnti tic Integrity Policy. which states, '·To enhance transparency with 
the agency. this policy ... facilitates the lh:e How of scientific information. The agency \Viii 

l'Ontinue to expand and promote access to scientific ini\Hmation hy making it available online in 
open formats in a timely manner. including access to data and non-proprietary models underlying 
agency policy decisions.'' Both IRIS assessments and lSAs make int(mnation available about the 
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studies that inf(mn the development of the documents through the Health Effects Research 
Online(! 11]~0) database. Here, the general public can SL'C information on tht~ studies used in an 
assessment. primarily journal articles and technical reports, vvhilc adhering to distribution 
limitations dut~ to copyright. Additionally. modding code and output usc.·d in the developm~:nt of 
an assessment is made available so that the public can SL~c ho\v decisions were mad<.'. The agency 
is currently exploring ways to make more of the underlying data available. at:knowlcdging that in 
many cases. journal articles do not include the rav .. · data supporting published results. In other 
cases. 1.vith human data, adJitional steps arc essential tn maintain the privacy of the personal 
h<.·alth information of individuals who have participakd in these studies. 

With respect to funding source, all relevant. well-conducted, and peer-revie\ved stuJies, 
regardless of funding source. and regardless of whether the results arc positive or negative, arc 
considered in the development ofboth IRIS assessments and the ISAs. In their 2014 review of 
the IRIS Process. the National Resean.:h Council (0iRC) recommended that evidence evaluation 
and risk-of-bias analysis be conducted using methods that are ''transparent, reproducible. and 
scientifically defensible.'' The NRC also recommended that funding sources be considered in 
systcmatk reviews conducted for IRIS assessments. Decisions made in IRIS assessments and 
ISAs (.;Ontinuc to be hased on the best available sdencc. I'hese topi(.; will be discussed with 
systematic review experts and the public at an upcoming IRIS workshop to he held Octohcr 15-
16,2014. 

10. While EPA often relics on scientific data produced by or funded by other 
government agencies in its assessments, those raw data are not made ~•vailablc to 
c.~xtcrnnl reviewc.~rs and the public for indl'Pl'IHic.~nt rvalmttion. Stnkc.•hohkrs hnn tried 
many approaches to get these data through tht· Freedom uf Information Ac.·t, hut often 
come up short and if dat~• arc provided, it is not provided in a timely manner tn help 
inform comments on the assessments. Will you c.•nsun· that all thl' data the IRIS 
program uses in its assrssmf..~nts arc made accessible to all stakeholders (assuminl! 
appropriate privacy protcdinns, etc .•. )'! 

Answer: EPA remains committed to transpan~tKY and sr.:icnti!ic intt!grity, and the IRIS Program 
\\illwntinuc to explore \\ays t\l increase access h> the scJerltilic int(mnatwn underlyin!! its 
assessments. llowevcr, it is important to note that IRIS assessments typically rely on the "data" 
inclu(kd in peer-reviewed journal artides. not the "raw data" underlying tho!'c publkations and 
in the possession of the rcscareher(s). As such. the "data used in an assessment" is <tvailabk in 
the assessment's rcfcrem:es. In the rare cases where LPA obtains a resean:hcr's dataset and 
reanalyzes the data for an IRIS assessment, the data is available when access to it is not restricted 
hy applicable privacy requirements. wnfidential business claims, or similar restrictions \ ia the 
IRIS website. 

1-:l'A's policy with respect to data will (.;ontinue to be consistent with existing obligations to avoid 
disclosing material that may be confidential business information (as directed under the 'I rade 
Secrets Act and unda OMB Circular A-1.10 ). In addition, the agency is committed to protecting 
citi;:ens' privacy and preventing the release of personal infonnation that could, directly or 
indirectly, be traced tll spl~cilic indi\'iduals. 
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ll. IRIS assessments routinely identify nne or· more reft·n~nce valut~s below which no 
bad effects in humans are expected, and these arc provided to other EPA offices and 
other agcncits as a guide for the cstahlishm<•nt of n·gulations that often require 
control of the cht·mical down to the lcvd the IIUS program has est.ahlished. Sl~\'l'r·al of 
the chemkals under the purview of the IRIS program, including methanol and 
formal(khydc, arc produ<~ed naturally hy the human body. 

In the n·crnt final ~tssessment of methanol, your offiCl' published a n·fercncc lc\'el that, 
in thr ra~;r of 20%. of the U.S. population, is exceeded by that per-son's naturally~ 
produced mrtlumol and is also l'tJual tn thl~ amount of methanol that is contained in .iust 
25 ounces of orange .iuicc. 

a. Should F:PA examine thl'Sl' kinds of naturally~oceurring chemicals 
differently from other chemicals, pl'rhaps by looking more closely at the 
safety margins that arc huilt into these refcl'cnce values und asking whether 
the resulting t'cft~rence values arc l'ealistic'? Do you have a plan to do so'? 

Answer: EPA is planning to convene a scientific workshop to discuss isslii.'S related to assessing 
the human health risks of exposure to environmental chemicals that arc also produced in the 
body through normal biological processes (known as ''endogenous chemicals'} IRIS 
assessments are developed to provide information on health effects associated with exposure to 
chemicals from sources over which EPA has regulatory authority. including some chemicals that 
on:ur naturally, either in tlw enviromnent or are endogenously produced. The assessment of 
h<:alth risks associated with exposure to environmental chemicals that arc also produced 
cndogcnously deserves careful consideration because there arc many natural products of 
mclaholism thall'an havt~ toxil: d'lccts at high enough lt~vcls. The l~1ct that they arc naturally 
produced docs not tl\.:cessarily make them ··safe'' at all doses. The risk evaluated fi:Jr a chemical is 
typically the risk of an increased effect beyond the cflcds observed in tl11:.· ·'unexposed .. group or 
population. IRIS values gem~rally ah·l~ady take into account amounts commonly produced hy our 
own bodies in how they arc derived. 

12. Could you tell us what Hn "udversc cffc.~ct" mrans to you'! Docs EI)A have any 
~uidance on the definition of llll "adverse c.·ffcct," and does tht• IRIS program follow this 
guidance'? 

Answer: l'hc IRIS Program adhen:.·s to the following definition of an adverse cf'l'cct: "A 
biochemical change, fum.:tional impairmcut or pathologic ksion that allects the pcrrmmancc of 
the whole organism, or reduces an organism's ability to respond to an additional environmental 
challenge." This dctinition is available online at: 
bltp: .· t• t).HP\Jlhi}.P<~. g1 n: .sor iJll<.'I,:JH.'t!n.'t•,i s1n 1tcrmrcc/~car~!Jan~lrctrj ~·.\.~ u 1\>.?~;•r.i~~::;;lt_l~!J,D'V':~lJ(Uj sts 
"l'.<~rcl_Ld()~)J~t.<!lb ... ~\:\ (l~:;IhNmllC: JR I S1L~i)~()(!lt)S':'(Il'y. 

l3. To wh~tt extent docs hu\'ing multiple toxicity assessment sources for the same 
chl~mkal present l'hallenges for ensuring consistent risk management al·ross the nation, 
and what steps has EPA taken to either minimize or explain reasons for any 
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difft.•rcnccs? 

Answer: EPA's IRIS Program is the only federal program devoted solely to the evaluation of 
health luvard and dose response information for the purposes of developing cancer and 
noncancer chronic toxicity values for the oral and inhalation pathways of exposure for the 
protectiOn of public health. In addition, the IRIS Program qualitatively evaluates cancer 
information to ascc11ain human canl~er potential. El' A's program and regional oflices combine 
inf(mnation from IRIS assessments with n:k\·ant exposure information for a l'hemical to assess 
tht~ public health risks of' environmental contaminants. EPA decision-makers usc these risk 
assessments, along vvith other considerations (e.g., statutory/legal requirements that can include 
cost-benefit information, technological feasibility, and economic factors) to inform risk 
management decisions. The values derived by other federal health agencies arc ucvelopcd in 
response to different mandatt:s and for different purposes. 1-'or example, the Agency for Toxic 
Substances and Disease Registry (A'TSDR) Minimal Risk Levels (MRL,s) are developed in 
n:sponsc to a mandate under the Comprehensive Environmental Response, Compensation. and 
Liability Act (CERCLA), to provide toxicological protiks of hazardous substan~..:cs found at 
National Priorities List sites. According to the AfSDR website 
(ltl_lp:/\\W\y,at:.dr.s:ti~:,JLrly1Il]rlsiitldc'\_,Hsp), these values are intt.•nded to serve as screening levels, 
and arc used by ATSDR health assessors to idcnti fy contaminants and potential health effects 
that may be of concern at bal.ardous \'-.aste sites. ATSDR further states that "it is important to 
note that MRLs are not intended to ddinc cleanup or action levels for ATSDR or other 
Agencies.'' EPA has a Memorandum of lJnderstanding with ATSDR, working closely on som~.: 
assessments to ensure our work in developing human health assessment is complcmL·ntary and to 
share data and information on specific assessments. Within EPA. the Office ofSoiid Waste and 
Emergency Response has outlined a hierarchy of toxil'ity values to he used in making dcdswns 
at Superfund sites ( lgtp:C~'!_\..~~,.s:pa,ftl~:(lS\\~'I)\:ska:-;sL'ssrncnt .. pdt: !J_htl}t:m• '-Jllil). ·r his directivt.~ 
indicates that IRIS is the preferred choice of toxicity values in Superfund risk assessment 
activities, and 1t points to other sources of toxicity values, including those developed by ATSDR 
and ('alifornia Environmental Protection Agency, that one can usc in the event that an IRIS 
assessment is not available li.lr a given chemical of concern. 

1-'. Many of the \HII-known pnlluhmts of l'oncern appan•ntly up fur asst.•ssmc.·nt revision 
by IRIS have bct.•n p•·c.•viously asscsst.•d by other federal health agc.•ncics-OSIIA, the 
National Institute for En,·ironmcntal llcalth Sciences, ATSDR, ~ts well as other entities 
like the National Academy of Sciences, the World Health Organization, or the chemical 
industQ·. 

a. What is particularly essential ahout the IRIS Assessment updates that justify 
this new batch of assessments? What health benefit might be gained'? 

Answer: As indicated above, EPA's lRlS Program is the only federal program devoted solely to 
thi! evaluation of health hazard and dose respons(~ information f(lr the purposes of developing 
cancer and noncancer chronic toxicity values for the oral and inhalation pathways of exposure. In 
addition. the IRIS Program 4ualitativcly evaluates cancer inl(mnation to ascertain human cancer 
potential. Risk management issues, such as technical fl:asibility or limits of detection, which are 
sometimes considered in the development of toxicity values by other federal agencies, arc 
tkvclopcd separately from IRIS toxicity values. IRIS assessments are the scientific foundation 
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for EPA dcci~ions to protect public health, and our primary clients arc the program and regional 
ottices who nominate chemicals for addition to the IRIS agenda. lRIS assessments undergo a 
very rigorous review process involving the public and stakeholders at various steps in the 
assessment development process. as \vt·ll as internal agency scientists, scientists from other 
federal agencies, and rigorous independent external peer review. As indicated above, the 
values dcrin~d by other federal health agencies (e.g., ATSDR. i\IOSH, OSI IA) arc developed in 
response to different mandates and for different purpost:s. For example. NfOSf fads under the 
authority of the Occupational Safety and Health Act or 1970 and develops Recommended 
Exposure Limits (RELs) for hazardous substances that are f<nmd in the workplace. RELs arc 
intended to limit the concentration of the potential hazard in the workplace air to protect worker 
health. As slated on the NIOSH website 
httpj/-":~:\~yy_,_.;_gc.gov/niosh/topics/cancer/pdfs/1995 NJOSHRELpl>licv.pdl), NIOSI. I RELs arc 
based on risk evaluations using human or animal health effects data. and on an assessment of 
what levels can bt: feasibly achieved hy engineering controls and measured by analytical 
tedmiqucs. OSHA's Permissible Exposure Limits (PELs) arc issued in response to a mandate 
under the Occupational Safety and Health (OSH) Act of 1970. As stated on their website 
(lJt_t.r~: 1:W\\ \\ ,<)~ha gm, dsg/topii2SJ)cl ). OSHA sets enforceable PELs to prott•t.:t workers against 
the health effects from airborne exposure to hazardous substances. OSHA PELs arc based on 8-
hour exposures in the workplace. While values derivt~d by other federal agencies may he 
appropriate for the workplace, for example, EPA's mandate is for public health which is a 
broader and, for vulnerable populations. a more complex undc11aking. 

b. What IRIS users/customers an• {'alling for tlu~sc ne·w assessments'! 

Answer: IRIS asst~ssments are tht~ sl:ientific roundation for EPA decisions to protect public 
health, and our primary clients arc the program and regional offices who nominate 
chemicals li.>r addition to the IRIS agenda. For example, IRIS is th~.: first source of toxicity 
information us~.:d hy the agency to make decisions and set cleanup levels. 

c. Given that "scit.~ncc is science," why is an IRIS assessment suprrior to othrr 
assessments, including those of profcssinnnl societies and industry'? 

Answer: The IRIS Program provides high quality. publicly available information on the 
toxicity or chemicals to which the puhlic might he exposed. As indicated above. EPA's IRIS 
Program is the only federal prograrn devoted solely to the t:valuation or h~~alth hazard and dose 
n:sponse int(Hn1ation for the purposes of developing canc~r and noncanccr chronic toxicity 
values for the oral and inhalation pathways of exposure. IRIS ass~ssments undergo a very 
rigorous review pr<Kcss, involving the public and sLakeholders at various steps in the 
assessment development process, as well as internal agency scientists, scientists from other 
federal agencies, and rigorous independent external peer review. 

15. You h~tve implemented a standing set of hi-monthly meetings to address chemical 
specific sckntific issues as wt'll :ts to have discussions about problem formulation. At 
the most recent .Junt.~ meeting, it apptart.~d that many NGOs boycotted the meeting due 
to concerns they said were related to not knowing about the meetings and concerns 
regarding too much industry representation. It is our understanding that these meetings 

9 



have all been announced on the HUS wcbpa~e, registration is open to everyone, and 
anyone who wishes to speak can get n slot on the agenda. Is this a fail' representation of 
your actions to t•nsurc that all representatives of the 1mhlic an• wekomc to provide an 
input to the IRIS process, or do the arguments for the boycott hnvc nu·rit'! 

Answer: Yes this is a fair representation of our actions to ensure the public has the 1>pportunity 
to participate in our nK~etings. The IRIS Program welcomes anyone who is intt:resti:d in 
participating or discussing scientific issues at our public meetings. \Ve recognize that obtaining 
different perspectives on scientifk issues is important, and f(Jr that reason. we have been 
exploring new mechanisms to invite scientists who might hi: interested in scientific topics to our 
meetings. We also recognize that not all of our stakeholders have the resources to travel to 
Washington, DC, to participate in a meeting. 1-'or the past year and a half, every public meeting 
held by thl~ IRIS Program has also been available by wcbinar. This has been a succcssti.1l model 
in that we often have 50-100 individuals participating by wcbinar from outside of Washington, 
DC. We arc working to better ensure that wcbinar participants can more fully engage in our 
meetings, including encouraging wehinar participants to actively participate in discussions 
remotely (i.e., via telephone). EPA also moderates these discussions to t~tcilitatc equal 
participation among both virtual and in-person attendees. 

16. Should standard protocols be developed to enable all studies to be indcpendt•ntly 
judged hased on their qualit:y, strength, and r·elcvance, regardless of the author 
affiliation or funding source'? If so, nill you nwke de,·clopmcnt of tht•sc standard 
approaches ~l priority'! 

Answer: We have fully embraced the concepts or systematic review, and are committed to 
implementing the principles of systematic rcvic\v in UUS assessments as rcconuncnd~:d by the 
NRC. The rcfincnH.'Ilt of standard protocols to independently and transparently judge thc yuality 
and strength of a study identified through a literature search is a priority for the II~ IS Program. 
In their ~014 revic\\ of the IRIS Proct~ss, tlw 1\iRC recommended that evidence evaluation and 
risk-of~bias analysis be conducted using methods that arc '·transparent, rcproducihle. and 
scientifically defensible." The NRC also recommended that funding sources he considered in 
systematic reviews conducted l(n IRIS assessments. These topics \vill be discusst:d with 
systematic review experts and the public at an upcoming IRIS \vorkshop on the 2014 NRC 
recommendations to be held October 15-16.2014. 

17. The science of hazard assessments has become compkx in recent years. Docs IRIS 
have the requisite staff and expertise in all the needed disciplines tu draft assessments 
efficiently and quickly'! Would a more qualitit.'d staff lead to more concise and accurate 
assessments, partially because much of the information in these 1,000+ page assessments 
could be eliminated'! 

Answer: Yes, IRIS stall have expertise in the disciplines necessary to develop quality 
assessments quickly and cf1iciently. Aided by the 2013 enhancements to the IRIS proc~:ss, 
the capacity of IRIS staff to draft assessments will bene tit from increased upfront planning 
and early engagement with stakeholders and the public. The distribution of prdiminary 
materials and early disntssion of scientific issues will help IRIS staff better understand 
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ditlcring vil:wpoinls and allow for those tssues to bl: b~:ttcr presented in draft assessments. 
Along with the public and stakdwldcr interaction that I)Ccurs at tht• bimonthly public 
scicrKe mc~:tings, the IRIS Program is developing a means of augmenting the scientific 
t·xpcrtisc available during these public meetings with cmim:nt scientific experts identified by 
the NRC. These individuals will help ensure scientilk issues arc properly and more fully 
addressed early in drati development. 

18. Following up on our discussion in the hearing when you said you would get back to 
thl' Committee with specifics, do )'OU anticipate the first couple of IRIS assessments that 
will incorporatl· all of the Nl~C recommendations to be on new chemicals, and if so, 
which ones, or will they be updates of old assessments'~ 

Answer: T stated that it would be 3-5 years before we complete implcm<.~ntation oC all the 
1\RC recommendations. Given thos~ timdincs. we anticipate that the first assessments to 

fully incorporate all the NRC rel'omrnendations will he inorganic arsenic ,md formaldehyde. 

19. How do"s EPA int(•nd to approach more challenging IRIS reforms such as 
evidence integration and weight of evid"nce'? When will EPA develop J;!Uidelincs or 
integrate a consistent approach in actual assessments'? 

Answer: The IRIS Program is working toward developing standardized systematic review 
methods f()r selecting and evaluating studies as well as methodologies t()r evidence integration 
and weight-of-evidence detcrminatiuns. To move forward in this area, in August 2013, the EPA 
convened a public scicnti1ic workshop f(,cust·d on approm:hes for evaluating individual studies, 
symhesizing evidence within a particular discipline, and integrating cvidcnC(' across different 
disciplines to draw scicntilic conclusions and causality determinations. Another workshop \\ill 
h~ held on October 15-16, 2014, to discuss syslcmatit: integration or C\ idenct~ streams fi·orn 
human, animal. and mechanistic studies, as recommended by th~ NRC in their 2014 n.:view of 
the IRIS process. 

Also in 2013, the IRIS Program began development of a handbook to descriht.~ standard protocols 
and processes for stafrto usc when developing an IRIS assessment. This draft handbook 
represented our initial thought... (m several topics relevant to systematic review, includin~ 
evidence integration and evaluating the evidcnre {()r a given effect. The draft handhook was 
provided to the NRC committee rcvic\\ing the IRIS process to inform their deliberations. rhe 
\RC noted in the 2014 rl~port that elements of the Jraft hand hook address many of the cow.:t.~rns 
over evidence evaluation raised by the l'\RC t(m11aldehydc report. At the same time, the NRC 
encouraged further development and completion of the handbook as the IRIS program identities 
lx:st practices that facilitate the application of systematic review to IRIS assessments. 
Development of the draft handbook is ongoing. 

The IRIS Program is continuing to evolve and the more challenging rcf(mns noted above arc 
under active consideration by the program. The 2014 NRC report commended the agency's 
efforts to improve the IRIS Program, ami that the program had made substantial progress in the 
short time since rckase of the f()rmaldehydc report. The IRIS Program anticipates that 

11 



~:ompl,~tion of th~ rewmmcndatilms presented in the 20 I I and 2014 reports, including those on 
cvid'-'11Cl' integration. will be completed in three to live years. 

20. Tht~ tcstimon~· from Mr. Walls noted that even though EPA documents arc peer 
reviewed, the EPA staff that write the assessments an· judge and jury of which 
comments from the public and from peer review experts are aceeptt•d and n·jet'ted. In 
fact, it was brought to our uttcntion that in the recently finalized metlumol dot·unu•nt, 
EPA staff used the response to comments to describe a new policy position and 
approach to 11ddress endogenous exposun~s. 

a. Do you support such actions'! Should there be an independent entity, 
similar to the role a .iournal editor plays, to review how EPA staff respond 
t1r comments before the document is finalized'! 

Answer: Puhlic comm..:nt and robust expert peer review is an important pat1 of the agency's 
scientific work. and responding to public and peer review comments is an important step in 
completing a scientific product. It is not our intention to incorporate ne'v policy positions in 
responses to comments. A core value of the IRIS Progrnm is to appropriately address cl>mrncnts 
received from the public and external peer rcvic\V. Following external peer review. EPA revises 
dratt IRIS assessments to respond to public and peer review comments. 'fhe revised draft 
assessment is then reviewed by agency sci~ntists who do not work in the IRIS Program; 
additionally. it is r~viewed by scientists from othl:r t(~deral agencies and the Executive Office nf 
the President. Each IRIS assessment docum,~nts tht.~ respons,~s to public and IK'er r(•view 
conunents in an appendix that is publicly available. With the 2013 IRIS enhanccmL:nts. EPA 
established a new Science Advisory Board (SAil) Chemical Assessment Advisory Committee 
( CAAC ). The CAAC will provide independent review of IRIS assessments, A signi tlcant 
bendit to the IRIS Program from the standing SAB panel is the continuity it \viii provide across 
multipk asst.•ssments. -and the capability to ensur..: that peer review wmmcnts at.:ross assessments 
arc similarly and adcqual<..'ly addrcss~.~d. 

21. The N<ltional Research Coundl reccmum~nds that the IIUS handhook he peer 
rcvicwl'd. Has this hHppcncd? Will it? If so, whl~n. :mel if not, why not'! 

Answt~r: No. tlw nus handbook has not yet been peer rcvie\H~d bt~causc it is still under 
development as \W consider the rctommendations of the NRCs 2014 report, and consider 
forthcoming discus:,ions on their recommendations at the upcoming October 15- J 6 IRIS 
\liOrkshop. The handbook will be pci.~r reviewed in thl' futun:, but the form of the pcer-revicv .. 
may vary dcptnding on IHJ\V the handbook is developed. The handbook is considered to be an 
evolving, "evergreen .. document that will he updated to incorporate new approachts when the 
IRIS Program identifies best practices in applying systematic review to IRIS assessments. At 
this time, we antkipate that as parts of the handbook arc completed and implemented in the 
development of a given chemical assessment, they will be sent for peer review along with the 
assessment. In this way, the handbuok in its cntirdy \\ould be peer reviewed, Portions of the 
handhook may also be discussed at IRIS himonthly public sl'icnce meetings to gather additional 
feedback, 
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22. You have recently d(~\·clopcd a subpanel of the EPA Science Advisory Boar·d to 
review IIUS asscssnH~nts. 

a. Will this panel be asked to review cross-cutting isstu·s, like assl·ssmcnts 
of ch(•mirals below background or endogenous exposures? 

Answer: Ye~ the Ct\i\C will be consulted on cross-culling scicntilic issues in the course 
of their assessment reviews. 

a. Will you take puhlic commt:nt on the "charge <tuestions" asked of this panel? 

Answl~r: Yes. As part of the IRIS enhancements, in step 4 of the IRIS process. the dralt 
assessment and a dran of the peer review charge arc released for public comment and discussion 
at an IRIS public science meeting. The draft charge or assessment may be revised prior to being 
released to peer review in order to be responsive to public l~omments. . 

c. Consistent with the Environmental Research, Ue\'elnJlment, and 
Demonstration Authorization Act, which authorizes the Science Advisory 
Board, will you allow this panel tu answer· any and all questiuns sent h~· this 
Committee'! 

Answer: The SAB is a fl.•dcral advisory committct: established hy the FPA Administrator and. 
as \\ith all EPA federal advisory committees. is subject to ·'administrative guidclilll.'S and 
management controls .. established by the EPA Administrator. (See, FACA section 8(a) ). As 
n:4uired by L\CA. the EP/\ Designated Federal Official calls each ml.'cting and appwn~s the 
agcnJa for each meeting. 

I·:P/\ and stafTofthc House Science, Space and Tl•chnology committee arc developing a process 

!(Jr managing questions on which the specific congressillflal committees would like SAB advice. 

23. Th<• ~ational J{<·s<•arch Coundl rrcommcnds that EPA should provid(• tedmical 
assistance to stakeholders who don •t have n:sourcl'S to provide input. How is EPA 
implementing or (>Ianning to implement this propos~tl fairly so thnt one class of 
stakeholders isn't overly assisted'? 

Answer: In the 2014 NRC review of the IRIS process. th~ committees commended our 
initiatives to engage with stakeholders and the public, while noting that difli.~rcnccs in 
scientific and financial resources may contribute to an imbalance in public input to the IRIS 
Program. The IRIS Program already conducts significant outreach activities to ensure that 
potential stakeholders arc made awarl~ of upcoming IRIS activities. These activitks indude 
the use of wchinars to expand access to individuals unable to travel to the D.C. area: email 
and social media, particularly to professional societies and disease interest groups; and IRIS 
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and llurnan llcalth Risk Assessment program bulletins that arc sent to several thousand 
individuals. Rt!aching out through a varidy of 1ncthods broadens the array of stakeholders 
and helps to ensure that no one group of stakeholders is uninformed. 

Additionally. the IRIS Program is developing a proposal hy which technical assistance can 
be provided through the National Research Council. The intent of this proposal is to engage 
the NRC to identity. evaluate, and arrange f()r scientific experts to participate in IRIS public 
mcetings. The primary benefits of this arrangement are that it is expected to improve access 
tn subject matter experts and provide a wider range or scientific perspectives. Individuals 
participating through this NRC augmentation of the IRIS public science meetings will not 
represent any specific group of stakeholders, hut their prt.~scnce \viii enhance and focus 
public discussion on key scientific issues. ·rhe IRIS Program anticipates that access to these 
subject matter experts early in the assessment de\dopmcnt process will also enhance the 
quality of IRIS assessments. 
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